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dues, FDA proposed sensitivity-of-method guidelines in the form of regulations (FDA, 1973, 1977, 1979b). Rather than gear criteria to an analytic technique, the agency defined its standards in terms of risk. It proposed that any assay approved for controlling a carcinogenic drug must be capable of measuring residues that present more than an insignificant risk of cancer, and specified a 10""6 lifetime risk of cancer as a quantitative criterion of insignificance.  If a drug sponsor could provide a detection method capable of measuring residues posing a risk of this magnitude or greater, FDA would ignore residues that could not be detected with this method. Thus, FDA found guidelines for quantitative estimation of risk necessary. FDA's sensitivity-of-method guidelines are unique in several ways. They address a narrow though complex set of issues encountered in regulating a single class of products, animal drugs. Although they deal to a large extent with testing, they were the first to address quantitative risk assessment methods, listing assumptions for dose-response assessment, exposure assessment, and risk characterization. And they are the only guidelines that attempt to establish a definition of significant risk. The guidelines have yet to be adopted, a decade after they were first proposed, but the agency has applied the methods of quantitative risk assessment embodied in the sensitivity-of-method document in connection with the regulation not only of animal drugs, but also of food contaminants, such as aflatoxin (FDA, 1979a) and trace constituents of some additives (FDA, 1982b). The sensitivity-of-method guidelines were proposed as regulations, as were the cancer guidelines of the Occupational Safety and Health Administration (OSHA). In both cases, regulation engendered substantial controversy. The major debate over the sensitivity-of-method guidelines has dealt not so much with risk assessment or the definition of significant risk as with the amount and cost of testing that FDA would require from industry before product approval.
Environmental Protection Agency
During the early to middle 1970s, EPA initiated actions to prohibit or restrict the use of several pesticides. The agency lacked internal procedures for assessing carcinogenic risk and relied heavily on the judgment of scientists outside EPA. Attorneys for EPA, in summar-